
 

       

     
       

 

     
 

 
 

        
 

 
   

   

 
 

 

 
 

 

 
 

 
 

 
 

  
 

 

 
  

 
 
      

  
 

  
 

  
 

 
 

  
 

 
  

 
 

 
 

 

 

 
 

 
 

        

 

     
         

      
   

State of California—Health and Human Services Agency 

California Department of Public Health 
Food and Drug Branch – Device Recalls 

CALIFORNIA DEVICE RECALL INFORMATION SHEET 

GE Healthcare recalls Backup Batteries for Carescape Ventilators for Insufficient Power 

Recall Date Product Description Recalling Firm Recall Reason 
4/18/2022 Backup Batteries for Carescape 

R860 Ventilators 
manufactured on or after 
April 1, 2019 

GE Healthcare, LLC 
Waukesha, 
Wisconsin 

Insufficient battery 
backup power 
resulting in 
premature shutdown 
of the ventilator 
when not connected 
to AC mains power 
supply. 

4/18/2022 Backup Batteries for Carescape 
R860, Engstrom Carestation
and Engstrom Pro Ventilators 

distributed on or after April 1, 2019 

GE Healthcare, LLC 
Waukesha, 
Wisconsin 

Insufficient battery 
backup power 

Recall 
Class Product Identification Distribution Affected Dates 

I Backup Batteries for Carescape
R860 Ventilators 

Model Number: 1506-8600-000; 
UDI/DI Number:00840682102346; 
Serial Numbers: CBRZ06959 -
WBRA00574 

Nationwide 
including California 

April 2019 to April 
2022 

I Backup Batteries for Carescape 
R860, Engstrom Carestation and
Engstrom Pro Ventilators

Field Replacement Unit kits 
PN: 1009-5682-000-S (BTRY 
SEALED LEAD ACID 
RECHARGEABLE 12V) and 
PN: 5856787-S (BTRY 
SEALED LEAD ACID 
RECHARGEABLE 12V 
PAIR). 

Nationwide 
including California 

April 2019 to April 
2022 

FOR ADDITIONAL INFORMATION, PLEASE VISIT THE FDA WEBSITE 

CDPH Food and Drug Branch 
MS 7602  P.O. Box 997435  Sacramento, CA 95899-7435 

(916) 650-6500 ● (916) 650-6650 FAX
Internet Address: www.cdph.ca.gov 

https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/FoodSafetyProgram/FoodRecalls.aspx
https://www.accessdata.fda.gov/scripts/ires/index.cfm?dev?Product=193310
http://www.cdph.ca.gov/

